PATENT APPLICATION 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re the Application of: 

MIETTINEN et al. Attorney Dkt. No.: 019075-00062 

Application No.: Not yet assigned (Continuation of USSN 10/289,431) 
Filed: Herewith 

For- A SUBSTANCE FOR L OWERING H IGH C HOLESTEROL L EVEL IN S ERUM AND 
METHODS FOR PREPARING AND USING THE SAME 

INFORMATION DISCLOSURE STATEMENT 

Commissioner for Patents 

Washington, D.C. 20231 October 6, 2003 

Sir: 

Pursuant to 37 CFR §1 .56, the attention of the Patent and Trademark Office is 
hereby directed to the information items listed on the attached PTO-1449. Unless otherwise 
indicated herein, one copy of each item is attached. It is respectfully requested that the 
information be expressly considered during the prosecution of this application, and that the 
items be made of record therein and appear among the "References Cited 1 on any patent to 
issue therefrom. 

M 1 This Information Disclosure Statement is being filed (a) within three months 
of the U S filing date, OR (b) before the mailing date of a first Office Action on the 
merits in the present application, OR (c) accompanies a Request for Continued 
Examination. No certification or fee is required. 

n 2 This Information Disclosure Statement is being filed more than three months 
after the U S filing date AND after the mailing date of the first Office Action on the 
merits, but before the mailing date of a Final Rejection or Notice of Allowance. 

□ a I hereby certify that each item of information contained in this 
Information Disclosure Statement was first cited in any communication from a 
foreign patent office in a counterpart foreign application not more than three 
months prior to the filing of this Information Disclosure Statement. 37 CFR 
§1- 97(e)(1). 

□ b I hereby certify that no item of information in this Information 

"~ Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart foreign application or, to my knowledge after making 
reasonable inquiry, was known to any individual designated in 37 CFR 
§1 .56(c) more than three months prior to the filing of this Information 
Disclosure Statement. 37 CFR §1. 97(e)(2). 

n c A check in the amount of $1 80.00 in payment of the fee under 37 CFR 
§1 17(p) Please charge any fee deficiency or credit any overpayment to 
Deposit Account No. 01-2300 as needed to ensure consideration of the 



disclosed information. 

□ 3 This Information Disclosure Statement is being filed more than three months 
after the U S. filing date and after the mailing date of a Final Rejection or Notice of 
Allowance, but before payment of the Issue Fee. Applicant(s) hereby petition(s) that 
the Information Disclosure Statement be considered. Attached is our check in the 
amount of $180.00 in payment of the petition fee under 37 CFR §1.17(i)(1). Please 
charge any fee deficiency or credit any overpayment to Deposit Account No. 01-2300 
as needed to ensure consideration of the disclosed information. 

□ a. I hereby certify that each item of information contained in this 
Information Disclosure Statement was first cited in any communication from a 
foreign patent office in a counterpart foreign application not more than three 
months prior to the filing of this Information Disclosure Statement. 37 CFR 
§1. 97(e)(1). 

□ b. I hereby certify that no item of information in this Information 

~~ Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart foreign application and, to my knowledge after making 
reasonable inquiry, was known to any individual designated in 37 CFR 
§1. 56(c) more than three months prior to the filing of this Information 
Disclosure Statement. 37 CFR §1 .97(e)(2). 

4 The reference(s) was/were cited by or submitted to the Office in parent 
application No. 1 0/289,431 , filed November 7, 2002, which is relied upon for an 
earlier filing date under 35 U.S.C. § 120. Thus, copies of these references are not 
attached. 37 CFR § 1.98(d). 



Customer No. 004372 

ARENT FOX KINTNER PLOTKIN & KAHN, PLLC 
1050 Connecticut Avenue, N.W., 
Suite 400 

Washington, D.C. 20036-5339 
Tel: (202)857-6000 
Fax: (202)638-4810 
RJB/ccd 




Respectfully submitted, 



Richard Jdeerman 
Registration No. 39,107 



-2- 



Pease type a plus sign (♦) insula tMs Box-{J3 



PTO/SBAWk (8-95) 
Approved for use througn 3/30/98. OMB 0851-0031 
Pttwtt and Tradereartt ctttea: OS. DS»AKTMENT OF COUMStCE 



.10/95 




UADeoanntemmujmnS 
Patent ana TrademarK Office 



LIST OF PRIOR ART CITED BY 
APPLICANT 



(use as 



Application Numncr _ 



Ring Data 



First Named Inventor 



Group Ait Una 



Examiner Name 



^ContojJete^^Ciiojjm^ 



Div. of no/7T3.030 



Tatu Meitflnen 



_O19Q75=Q0O2L 



U. S. PAT 



' DOCUMENTS 



ate 

NO. 1 



as. 



Klfiu CflQfl 



Name of Patentee or Appficant 
of Caed Document 



ofGtadOocumem 
MM-QO-VYYY 



5 Relevant 
Passages or Relevant 
Roares Appear 



3.004.043 
3.600.188 



Stem 



10/10781 



08/17/M 



3.954.978 
.196 



Mattsonetat 



05/04/76 



4,0 
4,034,083 



JandaceK. et at. 



01/25/77 



07/05/77 



Straub 



09/14/93 



1244.887 
0.041 
S.S02.045 



Euoster. etai. 



12/14/93 



Mlatttnen. »t at. 



03/28/98 



2.422.317 
3.751. £69 



Stock 



06/17/47 



ajdggn 



QB/07/73 



Exammef 


Ote 


FOREIGN P 
Foreicn Patent Document j 


ATEMT DOCUMENTS 

Name of Patentee or 
Applicant of Oted Document 


Dated PudUcattan 
of Qted Document 


Pages. Columns. T 
Unas, Where Relevant 
Passages or Relevant 




Initials" 


No.' 






MM-OD-YYYY 


Figures Appear 










1.405.346 






09/73 












0195311 




EPC 


09/86 
















SPC 


11/88 












2.035.069 _ 






01/71 












2248.921 






04/74 















































































j 



Examiner 
Signature 



Date 

Considered 



EXAMINER: Initial if reference oonsidered^whether or not citation is in MPEP 609. Draw line through citation if not in conformance 

and not considered. Include copy of this form with next communtcatian to applicant 

'Uniaue citation . 

(W1PO Standard - . . r . 

patent document *Kind of document by the aporopnate - 7 . . ■ 
place a check mark here if English language Translation is attached 

SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 




possible. 



I type i plus sgn (*) irrade this Box-ffi 



Approved for use through 3/30/38. 0MB 0651-0031 
Patent and Trademark office: U.S. DEPARTMENT OF COMMERCE- 



raSBTTO aA<Wtnt8raotCafnnwcB 
kcv. 10/95 Patant and Trademark Otttao 


QorapMacf KiriOMfi 




Auotisdon Number 


Div. of "W/U.UJU 


1 IQT OP PRIOR APT PITFD BY 

APPLICANT 

(use as many sheets as necessary) 


ranqOaH | 




Rfjt Named Inventor 




Grouo Art Unit 




Examiner Name 




a— | J. 1*1 IS 


Mttaatflateflnte: 


' ^T4Q7'»TQQnsa 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 



CO* 

N&* 



inctute name of theajJUtarpn CAPITAL LhllbHSWB 
numtwrd). puotsher, ( 



European Journal of OWcai Investigation. VoL 10. pp. 27-35. (1380), T. Ukfflnen 
- thyKSeroiaen^^^ 



Plart Sterol Absorptan Impaired Sterol Sinw^^ 



^TJ^ten^^ and 03 Ptoses of Intestinal Contents During Fat OQestfon in Man' 



'fflSnal AlSson^«^'Lympn^ P tfa1^ ci^eitenSa^Sawtanol in the Rat* 



Preparation and 



Pro pert es of some ram oieryi esters 



f- 1 - ri . i.l ^ | , . 1 ■ lr- 1 ■ t n <ubjl Til I II till ii ■ ml»" 

Aocyi esters, sterol esters, wax esters ana inacyupyceroa 



Vol. 1Z pp. 242-24*. (1 977). A. Praohudesai _ m 
le Method for the Preparation of Cholesterol Esters* 



Chcmtstrv and Phvsics of Uotds. Vol. 15, pp. 216-221 . (19751. 3. Lent et at. 
"A otmpte Method tor ma aymnesis of Chdesteroi Esters in Htgn YleW 



Oreanic Preparations and Procedures. Vol. H 
'The r>attaoium utoryzea rtyorogenafion of 



Vet. 1(2). DP. t07-109. (19S9). R.Augusttie, etaL 



Journal of American OB Chemists' Society. VoL 55. pp. 798-805. (1978). EL Smenwasan 
'uuerestenacaoon ot hats' 



Journal of American Oil Che 
Physical and uienucaTPrai 



^Vol.60.pp.3lM18.(1983).Y.Lfl.etat 

- interestenfied Blends of Soybean 0B and Tallow for Use as Margarma Oils' 



J 



Examiner 
Signature 




Date 

Considered 





EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not considered. Include copy of this form with next communication to applicant 

'Unique citation designation number. Applicant is to place a check marie here if English language Translation is attached. 
SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 



* ^ fTQ/SB/OBA (&»95) 

Aoproved for use mrough 930O. QMS 065UXI31 

— Patent and Trademerlc office: U.S. DEPARTMENT OF COMMERCE 
Ptam typ* ■ plus sign (+) Inside tws Box-^tJ 


lav. 10/95 Patent and Trademaxit Office 

LIST OF PRIOR ART CITED BY 
APPLICANT 

(use as many sheets as necessary) 




Aod^Numfter 1 <H v_ ;nf f>Q'Z7 1 1 010 


F*noOati 




First Named Inventor 


TatuMefflnen 


Grow Ait Unit 




Exanw Name 




a- i ^ i * i , /r 









OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 



Euntinsr 



S? 



Include noma of the author (to CAPITAL LETTERS*, tffla of the aridtfy^approprtatalHoof 
me item (boa*. ™^ i^^sjj^*^ v*ume*su# 
numOerts). pubtsher, ooan&y.vrtm puoasneo. source. 



VoL 7. pp. 702-706, (May 1953). 0. Polla* 



Pfte.Soe.Sxo. Biol MetL VoL 78. ppJ43-U7, (1951), 0. Pe terson 



gradation. Vol. 7. pp. 696-701. (May 1953L 0. Poflak _ . nn „,„... . . - hWt . 

1 prevention of E xpe ri me nt al Hypeictwtesterema and Cholesterol Atherosderosa in the RabbT 



Onariatton. VoL 17. on. 890-699. (May 1958). J. Farauhar. et aL 

S B§pons8 of SewmT^ and lW 



yoUOl^.^308-1311. (Septerreer 1976% P. Oster. et aL 



Atherosclerosis , 'g^tffil^^S^C^i Tnais in Patents with Hypenxotestemlemia and Studies of 



MQncti. Medlamscha Wochenscftnft Vol. 120. pp. 1575-1S79. M969). w Scnwarttjcpff, et al. 
•DosiswirksamKal von u^Losidtnoei Hypercttoiestennamien der Typen iaund Ittf 



Tha American Journal of Olnical Nutntton. Vol. 43. pp. 92-97. (January 1986). R. Tilvis. et ai. 
' 5 emm flam SiSoisand 1 hey Ketaaonio Cholesterol Absorption' 



i Journal of Eotdemtotoov. VoL 131. No. 1. pp. 20-31. (1990). T. Metfttaen. etal. 
'Serum flan? Sterols TW^SesKerol Precursors Reflect Cnotesterof — - - 
Syntftesis in Volunteers of a Ranttomry Selected Male PopuUuon- 



J 



Seand. Journal. On. Lab. Invest. VoL 48. pp. 715-722. (198B) M. FiittH. et aL 



Examiner 
Signature 




Date 

Considered 





EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not considered. Include copy of this form with next communication to applicant 

1 Unique citation designation number. Applicant is to place a check mark here if English language Translation is attached. 
SEND TO: Assistant Commissioner for Patents. Washington, DC 20231 



i 



PTOSBOBA (6-95) 
Approved for use through 9/30/98. 01180651*0031 



Plant type a oka sign (+) inside ihjs Box-flB 



wr« 10/95 raw™ ana rfiDwmn unn 

LIST OF PRIOR ART CITED BY 
APPLICANT 

(usa as many sheets as necessary) 


Comparts if Know 


Aopttcatfon Number 


<Hv. _nf OQ/71^ lJ Q^ 


PanrjQate 




Rrst Named tnvemor 


TatoiMtatttnen 


Group Art Unit 




Exsrraner Name 




— 1 . 4 1- 1 /.<- 


^n^^ \ "019075-00058 



OTHER PRIOR ART - N0N PATENT LITERATURE DOCUMENTS 




No.' 


Indude nama or the tumor On CAPITAL LETTERS). Saeof the artida (whan appropriate), title of 
the item (dock magma, journal, sanau syv^^man. caMog._eiC4, aaaypagacs>. voume-tssua 
rvnoens), puotsnar, oouney, \msrvpuoesnea.srxsm, 


TS i 
1 






gemicai Abstracs.Vpl 11S. N01J1991). T. . Hgnenro attt 

'Mechanisms or Action of Plant Sterols on InfUbUkm of Ghotsetsfol Abiuplkuu CuuHUrtson of Sitosterol and Sftostsnot* 









Sjgpt^Abjjam, VoL 112. No. 7, (1390), L tkada. et at 

'bHedsoi j»bsESot and saostanoi and Mfcefiar Sotumatyof Cholesterol* 









Chemical Abstracts. VoL 1 12. No. 7. (1990). T. Hememam. et aL 

"Comparison or ouostBffOl and Stostanol on Inhibition of Intestinal Chotesterel Absorption* 









Oiemtcai Abstracts. VoL 95. No. 13. (1991V I. Oceda. et aL 
•Anahypercnoies^emic Activity of (3-Sitostand in «abtals* 









Chemical Abstracts. VoL 88. No. 3. (1978). M. Sugano. at aL 

'A Comparison or nypocrtolesterolermc Activity at jJ^tosterot and (J-SStostanol in Rats* 









Chemical Abstracts. VoL 71. No. 1. (1969L T. Tsucfova 
sitosterol ratty Acid Ester* 








International Search Report, dated 12/11/91. 








International Preliminary Exam Report dated Q8/04/93. 








Copy of Written Opinion from International Preliminary £xam Authority, dated 04/14*3. 





















Examiner 




Date 




Signature 




Considered 





EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not considered. Indude copy of this form with next communication to applicant 

'Unique citation designation number. l Applicant is to place a check mark here if English language Translation is attached. 
SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 



Pat^andTrad«RrtateU^DS»ARTMen-OFC»UMB^ 



*ev. 10/95 



ET S Qeo anrnem of jgn merce 
Patent and Tradcmartc Office 



LIST OF PRIOR ART CITED BY 
APPLICANT 

(use as many sheets as necessary) 



n 



Fflinq Data 



first Named inventor 



Group Art Unit 



Emrwter Name 



Div. n£ 09/713 .030 



TatuMieaina; 



O19O7 5-0QO 58 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 



ate 

NO. 1 



the item (book. "^O^^^*^ dat*js»ge<s>. vofame-asue 

rajmoer(s). puOaner. country, where ouoisfted. source. 



t New Yortc Sprmaer-Vertag). 3. Grundy, etaL 



Athere sc teios is . VoL 23. pp. 239-248. (1971) 9. Kuacnodkar. et at 
tneco or r*tant Sterols an Choiesterd Mettdotism In Man* 



Journal of Linid Research. Vol 29. pp. 1 573*1582. (19881. L Ikeda, et aL 
inniojuon at unoiestensAbsorpoon in Rats by Ram Sterols* 



Journal of Lipid 



VoL 29. pp. 1583-1591. (1988). I Ikeda, et aL 
' ana Sitosterol for Absorption in Rats* 



_ Vd. 31 pp. 361-369. (1989), I. Ikeda. etaL 
and Stostanot on rnicellar SotudUity of Cholesterol* 



^VoL 30. pp. 227-237. (1978), I. Ikeda. et aL 

^ and metabolism of (^-Sitosterol and fi-SQostanol in Rats" 



Vot. 107. pp. 201 1-2019. (1977). M. Sugano. et aL 
of Hypocftotestererric Activity of ^-Sitosterol and fl-SUostanoi in Rats* 



Atherosderosa, VoL 61. pp. 219-223. (1986). T. Heinemann. et at. 
-fcnea oi Law-uose Sitostanot on Serum Chctesteroi in Paoents vwtft J- 



lipoprotein MetaooTtsm. pp. 1 19-124. (1976). (Ed. H. Greten. Benin. Hekte&era, Mew Yortc Sprtnger-VertagL R. Lees, et aL 
ureas or Humana therpay on Plasma Lipid and Upopraiem Coraentrasonsr 



J-NutTp VoL 107. pp. 1 139-1 148. (1977). P. Mattson. et aL 

of Plant Sterol Esters on tne Absorption of Dietary Cholesterol' 



Acents Actions rgucoU. Vot. 26. pp. 117-122. (1988). T. Hememann. etaL 
ujmpanson or Sitosterol and SUostanot on inhibition of Intestinal Cnotesteroi Absorption" 



Examiner 
Signature 




Date 

Considered 





1 
X 



S^i^lS 1 $M} f tffe™** considered .whether or not citation is in conformance with MPEP 609. Draw tine through citation if not in conformance 
and not considered. Include copy of this form with next communication to applicant 

Unique citation designation number. 'Applicant is to place a check mark here if English language Translation is attached. 
SEND TO: Assistant Commissioner for Patents, Washington. DC 20231 



i 



j Pleas* type •pais sgn (+) inside (Ms Box-jg 

1 1 — 



POTTO 



Approved far use through 9/30J9B. OMB 0651 SS{ 
Patent and Trademark offlce: U.S. DEPART^QfTOF COMMB*CE 



lev. 10/95 



03! Deoanmera 3 Commerce 
Patent and Trademark Office 



LIST OF PRIOR ART CITED BY 
APPLICANT 

(use as many sheets as necessary) 



Sheet j 



GonjNMe if Known 



RnngQate 



Ffrit Warned trrvamor 



Grog Art Una 



-S2£222ifi52- 



J*Lv. 03 ^713,030 



Tatu 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 



Ote 
No. 1 



i of the author (In CAPITAL LETTERS^ met 9m anlc* (when apraixxtata). Hoof 

aiertem(l»rxrftagaa^ 



VoL 18. pp. 203-210. (1977), R. Jandaoafc. et aL 
antheSokibiityafCnoiestefOlinanOintase' 



jfe^gS^gj?' ^2- 1 - «• 19S-208. W.K Ling, etal. 
weary enytosterots: A Review of Metabolism, Benefits and Side Effects* 



FaBc Symooswm 33. pp. 183-187. LA. Wettnen, et aL 



Arthi 



_ VOL 10S. pp. 217-228. (1994). LA. Mettfnen. et aL 
Siiostanol Related to Absorption. Synthesis and Serum Lave* cf Cholesterol in OHfcrem 



Apofipcjprotein E. Phenotypes- 



umal fo Medlana. Vol. 333. pp. 1308-1312. (1995). TA MJetfinen, et aL 
" ^ "^-rMarc^einaMadiyHypercrtotest e ro ^ 



P^m^aTW VoL 31. pp. 177-208, (185) OJ. Pottak 
tnea or warn sterols on Serum Upuls and Atherasdef 



Amen»cierosis,y^24.pp^0i-309 (1978), M. Sugano. et al. 
upta-ijowen^Acdvity fo Phytostanols in Rats' 



Vol. 205, pp. 97-107. (1992X H.T. Vanftanen. et at 

- and Somrated Dietary Rant Sterols on thar Strum Cont»nix* 



Sttcstai Ester Treatment* 



: Subjects wrth Different apoE Phenctypes Ounng Dietary 



, VOL 87 ppJl-67. (1994). H.L Vanftanen et aL 
Hypen^caesten^^Su^^^' Btniaaon Synttie » * increasing Doses of Diatary SOostanol Esters in 



J 



Examiner 
Signature 




Date 

Considered 





SdSS! S^mSSh 1 ' MH^i^^f^L^ eth l r or "9* dtation - ls ir ? conformance with MPEP 609. Draw line through citation if not 
and not oonsidered. include copy of this form with next communication to applicant y 

'Unique citation designation number. 'Applicant is to place a check mark here if English language Translation is attached. 

SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 



in conformance 



? 

i 



) 



PTQ/S8/Q8A (&>851 
Approved far us* through 90008. QM8 085 1 -o5l 

RacMtyp^apkas^^insxlomaax^ P*** and Trademark office: U.S. DEPARTTMEMT OF COMMERCE 



lav. 10/95 Patem and Tradernanc Office 

LIST OF PRIOR ART CITED BY 
APPLICANT 

(use as many sheets as necessary) 


QompMe it Known 


AODPCaDOn Nurnoef 


3&y... of 09/713,030 


RfrioQabi ' 




Rnt Named Inventor 


taftjMetflnen 


Group Ait Unit 








~ I ? I - I 




m Qf>7s«pnnsR 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 


Exansnor 
Initials* 


Ota 
No. 


Induae name af the author (in CAi^ALIi^^ 

(he item (book, rttaoaant, iynaLssnal symposajm. atttotefcL date, paqefr). voJumsdsauo 
number(sL pufitahar, country, whan puoaahad. source. 


T 1 






MKnannra or wbi Of nam QtSfOB on inrtonxxi ot unowsterci Aosorpoorr 








Tha American Jtwn^ of Nutrthxt^Vo*. 35. oo. S97-700, (19821 F. Mattson. et aL 
upwrazmg tne cited at Plant Perots on Cholesterol Absorption tn Man* 








J. CHn. Invest. VoLaQ.no. 578^81 . (Annua 19871. Y. Kesflrcemi. eft aL 
intestinal uualesterot Absorption Effioency tn Man is Related to Apoprrtem H PhenotypeT 








Annals of Clnieal Research. Vol. 20. pp. 28-31. (1988). Y. Kesanemi. et aL 
'Metaoottc eptdemtoioojy ot Plasma Cholesterol* 








Journal of UdkJ Research. VoL 27. on. 227-235. (19881 C. annolm. et aL 

'Apouprousn e poiyrnorpnism in the Finnish Population; Gene Frequencies and Relation to Upopraten Concentrations* 








The Lancet VoL 2. op. 12B1. (November 13881 T. Matfinen. et aL 

■serum cholesterol Response to Oietary Cholesterol and Apoprotein E Phenotype* 








N^^^gVoLlpp. 129.134.(1955). 5.Go«W 








Metabolism. VoL 18. op. SS2-662. (1969L G. Gould. etaL 
'Absoroaomty of BetasSttosteral in Humans* 
















Journal of Lipid Research. VoL 28. on. 203-209. i 19851 G. Salen. et aL . 

'increased Plasma Craestanol and Sa -Saturated Plant Sterol Derivatives in Subject* wBh Sttosteroternia and Xanthomatosis" 








feea^^ostloT^^rptlon. Deceased Removal, and Expanded Body Pools 
Compensate for Reduced Cholesterol Synthesis m Stosteroterrea with Xanthomatosis* 





Examiner 




Date 




Signature 




Considered 





EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not oonsidered. Include copy of this form with next communication to applicant 

'Unique citation designation number. 2 Applicant is to place a check mark here if English language Translation is attached. 
SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 



) 



I Pimm type a plus sign («■) matte this Bc*-{g 



*ev. 10795 



Approved (bruwomugn 9«v£!oS , Wi ( 5^ 
Patem and Trademark office: U.S. DEPARTMENT OF COMMERCE 



u^. Depannem « Com meroB 
Patent ana Trademark Office 



LIST OF PRIOR ART CITED BY 
APPLICANT 

(use as many sheets as necessary) 



a** I ? 



15__ 



Comotate /Known 



FinqOate 



HjH Named inventor 



Gffpuo Art Unit 



Examiner Name 



Tatu 



^i£S75-00058 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 



NO.' 



include name* me auto ^ 

the .tern (Doc*, ma^^rn*^ dete._ P-SS&^ ic4uniSSe 



Vol 54. pp. 47-50, (1977% 0. Choftanov. et at 
~ - ^ Mjrt^ of Sunflower 01 wHh Lard and Tallow" 



TherTTTOcIynamic and Molecular Ddtammants of Sterol SduWittes m Btfa Salt 



Vol 28. pp. 1 144-1155. (1987>, M. Armstrong, et aL 



>VoL 122.Na2.M.g2-2S6. (1993). M Becker, MO* et aL 
sterol erroa in ChSdhood with Sitosterol and Sflostanot* 



Papers and Notes on methodrioov. VOL 32. pp. 1881-1857. (1991). f. Cauteyka etat 
A ^roouneo M^c-Wahod tor Quantification of Fecal Excnscon of Neutral and Addle 5 



Neutral and Addic Sterols for Outpatient Studies in Humans* 



Vat. 40 No. 2. pp. 233-241 (1982). b. OayaL et aL 

of Sa-Stanob in Patients with Sitosterotema and Xanthomatosis: 



of the Protonotysis of Steroidal Orgarioboranes" 



J. Sci. Food i AontL. VoL 71. pp. 383-391. (1996). P. Oufla, et at 
-saturated itferas (Stands) in Unhydrogenated and Hydrogena 



Hydrogenated Edible Vegetable OQs and in Cereal Lipids' 



Treatment of Severe Qvstirarotemema in the Prevention of Catenary Heart 



Serum uioiesteroi Lowenngoy dVeary ilostant 
LOL Apoprotein 8 in Men with Type H Diabetes' 



rv H-art O^OgL 4. pp. 57-59. (1993) H. Gyfctg, et aL 
i Kecucea Acscrpticn an dSyrrtnesis of Cholesterol ami Dec 



Decreased Transport of 



r^betotooiau Vol. 37. pp. 773*780. (1994). H. GytQng et 
"Serum Cholesterol and Cholesterol arid Lipoprotein Me 

— Tf ' 



Metaocesm in Hyperchotesterotaemic NIODM Patents Before and Ourtng SJtostanoi Ester-Mar- 



VoL 38, pp. 1807-1812. (1995). H. Gyulncj et aL 
in Dietary Treatment of ChtJdren \Mtn Familial K 



European Journal of CDnieat lnvMflc»dpn r VaL 23. m. XTTJai T H^>^n * * 
•Companion cf Intestinal Absorption of Cholesterol wrtn GfTerem Rant Sterol* in Man' 



mmmMSttngSU&JtiiB*** 



1 



Examiner 




Date 

Considered 




Signature 







^IrfrYrl^^ ^HnJ^^^^^ ^ Q? 1 dtation - is '2 OTnf o™?nce with MPEP 609. Draw line through citation if not in conformance 
ana not considered. Include copy of this farm with next communicaoon to applicant 

'Unique citation designation number. 'Applicant is to place a check mark here if English language Translation is attached. 
SEND TO: Assistant Commissioner for Patents, Washington. DC 20231 



rf — . Shoot O *4 fK 


\om PTO-1 449 U.S. DEPARTMENT OF COMMERCE 
| * PATENT AND TRADEMARK OFRCE 

' , LIST OF REFERENCES- CITED BY APP! IP ant 
j ^ (Use several sheets if necessary) 


ATTY.D CKETN . j 

<f^D75^nonsa 


SERIAL N . 

Mv Of HriT^ 


APPUCAMT Jf fX °y 

MIETTENEN et al. 


Rurxs oats 

* 


GROUP 



)30 



OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 





AM 


POLLAK, O.J., "Effect of Plant Sterols on Serum Lipids and Atherosclerosis", Pharmac. Ther. Vol. 
31, pp. 177 to 208, 1985. 


H 


AN 


JIMENEZ DE BLAS, et al., "Determination of Sterols by Capillary Column Gas Chromatography 
Differentiation Among Different Types of Olive Oil: Virgin, Refined, and Solvent-Extracted" 
JAOCS, Vol. 73, no. 1 2, pp. 1 685-1 689 (1 996). «ir aciea 


! 
i 

! 


AO 


DEUEL, JR., "The Lipids - Their Chemistry and Biochemistry", Vol. I: Chemistry 1951 
Interscience Publishers, Inc., N.Y. 


1 


AP 


SCHUHMANN et al., "METHODS FOR QUALITATIVE AND QUANTITATIVE DETERMINATION OF 

ay^^s-?!"! !i gglf TABLE °' LS BY LC " GC 0FF - LINE "' Mitt - Gebiete Se™. HVg ^l 



\ 

\ 



'examiner 


DATE CONSIDERED 


' ] 'EXAMINER: 


Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if 
not in conformance and not considered. Include copy of this form with next communication to applicant. 



i 

i 



') 



Sheet 10 of 15 



FORM PTO-1449 U.S. DEPARTMENT OF COMMERCE 


ATTY. DOCKET NO. 


OCKIML INU. UIV. Ui 


PATENT AND TRADEMARK OFFICE 


019075-00058 


09/713,030 




APPLICANT 




LIST OF REFERENCES CITED BY APPLICANT 


MIETTINEN, etal. 




(Use several sheets if necessary) 


FILING DATE 


GROUP 


Herewith 


unknown 



OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 





BA 


KOBAYASHI et al. t Translation of JP 57-206336 (1982). 




BB 


PETERSON et al., "Depression of plasma cholesterol in human subjects consuming butter containing 
soy sterols", Fed. Proa, 1956, Vol. 15, Page 569. 




BC 


VANHANEN et al., "Effects of unsaturated and saturated dietary plant sterols on their serum contents", 
Clinica Chimica Acta, Vol. 205, 1992, Pages 97-107. 




BD 


VANHANEN et al., "Serum cholesterol, cholesterol precursors, and plant sterols in 
hypercholesterolemic subjects with different apoE phenotypes during dietary sitostanol ester 
treatment", Journal of Lipid Research, Vol. 34, 1993, Pages 1535-1544. 




BE 


Preliminary Opinion prepared by the Opposition Division in European Patent No. 0 594,612 (granted 
on Application No. 91908435.0), December 17, 1999, pages 1-7. 




BF 


Main Request - May 4, 1999 filed in the European Patent Office in European Patent No. 0 594 612 
friranted on Aoolication No 91 908435 0} 




BG 


Qummnnc tn Attend Oral Prnrppriinn*; Fnrnnpan Patent No 0 594- 612 fnranted on Annlication No 
91908435.0), March 21, 2001. 




BH 


MATTSON et al., "Effect of an aqueous phase on the solubility of cholesterol in an oil phase", J. of 
Lipid Research, Vol. 18, pages 203-210, 1977. 




Bt 


Studies with stanol fatty acid esters, 5 pages 




BJ 


WESTSTRATE et al., "Plant sterol-enriched margarines and reduction of plasma total-and LDL- 
cholesterol concentrations in normocholesterolaemic and mildly hypercholesterolaemic subjects", 
European J. Clin. Nutr., Vol. 52, pages 334-343, 1998. 




BK 


Opposed patent as filed in Finnish; Title: A substance for lowering high cholesterol level in serum and 
a method for preparing the same"; Inventors: MIETTINEN et al. 




BL 


Norm NEN 3428 




BM 





EXAMINER 


DATE CONSIDERED 


^EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



s 


neet 11 of 1 5 


FORM PTO-1 449 U.S. DEPARTMENT OF COMMERCE 

PATENT AND TRADEMARK OFFICE 

LIST OF REFERENCES CITED BY APPLICANT 

(Use several sheets if necessary) 


ATTY. DOCKET NO. 

019075-00058 


SERIAL NO. Div of 
09/713,030 


APPLICANT 

MIETTINEN, et al. 


FILING DATE 

Herewith 


GROUP 

unknown 



U.S. PATENT DOCUMENTS 



EXAMINER 
INITIAL 




DOCUMENT 
NO. 


DATE 


NAME 


CLASS 


SUB- 
CLASS 


FILING 
DATE 




AA 


5,244,887 


09/1993 


STRAUB 










AB 


4,160,850 


07/1979 


HALLSTROM et al. 










AC 


1,413,102 i 


11/1975 


JANDACEK 










AD 


3,852,311 I 12/1974 


NICHOLAS et al. 








FOREIGN PATENT DOCUMENTS 






DOCUMENT 
NO. 


DATE 


COUNTRY 


CLASS 


SUB- 
CLASS 


TRANSLATION 
YES NO PART. 




AE 


WO 98/06405 


02/1998 


PCT 














AF 


WO 96/38047 


12/1996 


PCT 














AG 


567,202 


12/1958 


CANADA 














AH 


WO 92/19640 


11/1992 


PCT 














Al 


967616 


09/1996 


ZA 














AJ 


WO 97/42830 


11/1997 


PCT 














AK 



















OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 





AL 


ODDosition in corresDondina Australian Patent ADDlication Serial No. 736020. 




AM 


SUGIYAMA et al., Translation of JP 61-15647 (1986). 




AN 


PETERSON et al., "Dietary Constituents Affecting Plasma and Liver Cholesterol in cholesterol-Fed Chicks", 
Journal of Nutrition, 1953, Vol. 50, Pages 191-201. 




AO 


Patent Abstract of Japan, Publication No. 09132512, Published May 20, 1997 




AP 


GUNSTONE et al., "Lipids in Foods Chemistry, Biochemistry and Technology", Pergamon Press, New York, 
pages 147-155. 




AQ 


MIETTINEN et al., "Reduction of Serum Cholesterol With Sitostanol-Ester Margarine In A Mildly 
Hypercholesterolemic Population", The New England Journal of Medicine, Vol. 333, pages 1308-1312, November 
1995. 




AR 


GYLLING et al., "Serum cholesterol and cholesterol and lipoprotein metabolism in hypercholesterolaemic NIDDM 
patients before and during sitostanol ester-margarine treatment", Diabetologia, Vol. 37, pages 773-780, 1994. 



EXAMINER 



DATE CONSIDERED 



*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



Sheet 12 of 15 



rUKM r 1 U-1449 U.S. DEPARTMENT OF COMMERCE 


ATTY. DOCKET NO. 


SERIAL NO. 


PATENT AND TRADEMARK OFFICE 


019075-00058 


Div of 09/713,030 




APPLICANT 




LIST OF REFERENCES CITED BY APPLICANT 


MIETTINEN et al. 




(Use several sheets if necessary) 


FILING DATE 


GROUP 




Herewith 


unknown 



FOREIGN PATENT DOCUMENTS 







DOCUMENT 
NO. 


DATE 


COUNTRY 


CLASS 


SUB- 
CLASS 


TRANSLATION 
YES NO PART. 




AG 


EP 0 898 896 A1 


03/1999 


EPO 














AH 


0 203 277 A2 


12/1986 


EPO 













OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 





AM 


Mppedi dydiriM uecision ot upposiiion uivision niea in ine tru on reDruary , zuu^c including Main 
Request, Opponent's schematic representation of sitosterol and sitostanol and Proprietor's schematic 
representation of sitostanol, sitosterol and cholesterol 




AN 


Denke, "Lack of efficacy of low-dose sitostanol therapy as an adjunct to a cholesterol-lowering diet in 
men with moderate hypercholesterolemia", American Journal of Clinical Nutrition, 1995, vol. 61 , pages 
392-396. 




AO 


owcii ei di., oieiui opcQiTiciiy of rancreauc i/noiesieroi esterase , rTOC. ooc. txp. bioi. iviea., iyo4, 
vol. 87, pages 216-218. 






Vahouny et al., "Absolute Requirement for Free Sterol for Absorption by Rat Intestinal Mucosa", Proc. 
Soc. Exp. Biol. Med., 1964, vol. 116, pages 496-498. 






Tavani et al., "The sterol substrate specificity of acyl CoA: cholesterol acyltransferase from rat liver", 
Journal of Lipid Research, 1982, vol. 23, pages 774-781 . 






Hendriks, et al., "Spreads enriched with three different levels of vegetable oil sterols and the degree of 
cholesterol lowering in normocholesterolaemic and mildly hypercholesterolaemic subjects", European 
Journal of Clinical Nutrition, 1999, vol. 53, pages 319-327. 






Kondo et al., "Isolation of Ovulatory-Active Substances from Crops of Job's Tears", Chem. Pharm. 
Bull., 1988, vol. 36(8), pages 3147-3152. 



EXAMINER 


DATE CONSIDERED 


*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



FORM PTO-1449 U.S. DEPARTMENT OF COMMERCE 

PATENT AND TRADEMARK OFFICE 


ATTY. DOCKET NO. 

019075-00058 


SERIAL NO. 

Div. of 09/713,030 


LIST OF REFERENCES CITED BY APPLICANT 


APPLICANT 




(Use several sheets if necessary) 


MIETTINEN et al. 




FILING DATE 

Herewith 


GROUP 



U.S. PATENT DOCUMENTS 



EXAMINER 
INITIAL 




DOCUMENT 

NO. 


DATE 


NAME 


CLASS 


SUB- 
CLASS 


FILING 
DATE 




AA 


5,502,045 


3-1996 


Miettinen et al. 










AB 


5,958,913 


9-1999 


Miettinen et al. 










AC 


6,174,560 


1-2001 


Miettinen et al. 












FOREIGN PATENT DOCUMENTS 












DOCUMENT 
NO. 


DATE 


COUNTRY 


CLASS 


SUB- 
CLASS 


TRANSLATION 
YES NO PART. 




AD 


EP0 911 385 A1 




EP 














AE 


JP-44-4974 


2/28/44 


Japan 















AF 


1 o ' / > ~ ' wnw.wii* , «-c^.y 

Page 2 of the Written Opinion of WO 92/19640 




AG 


Page 2 of the International Preliminary Examination Report of WO 92/19640 




AH 


Declaration by llkka Etupaltta 




Al 


Serum Plant Sterols and Cholesterol Precursors Reflect Cholesterol Absorption and Synthesis in 
Volunteers of a Randomly Selected Male Population, Miettinen et a/., Am. J. Epiderm., vol. 131 , no. 
1:20-31,1990 




AJ 


Fate of Dietary Sterols in Hydrogenated Oils and Fats, P.W. Parodi, J.Am. Oil Chem. Soc, Vol. 
52:345-348,1975 




AK 


Saturated Sterols (Stanols) in Unhydrogenated and Hydrogenated Edible Vegetable Oils and in Cereal 
Lipids, Dutta et al., J. Sci. Food Agric, Vol. 71 :383-391 , 1 996 




AL 


Method for Qualitative and Quantitative Determination of Phytosterols in Vegetable lols by LC-GC off- 
line, Schuhmann etai, Mitt. Gebiete Lebensm. Hyg., Vol. 87:708-715, 1996 




AM 


Sitostanol fatty acid ester content of hydrogenated rapeseed oil, Dr. Dutta's hydrogenation results 




AN 


Formation of Sitostanol During Partial and Full Hyudrogenation of Vegetable Soybean Oil with Ni- 
Catalyst, Raisio Benecol Ltd's hydrogenation results 



EXAMINER 



DATE CONSIDERED 



*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



. ShP*t A A A A 


hO KM PTO-1 449 U.S. DEPARTMENT OF COMMERCE 

PATENT AND TRADEMARK OFFICE 


ATTY. DOCKET NO. 

019075-00058 


SERIAL NO. 

Div. of 09/612,198 


LIST OF REFERENCES CITED BY APPLICANT 


APPUCANT 




! (Use several sheets if necessary) 


MIETTINEN et al. 




FILING DATE 

October 14, 2002 


GROUP 





AO 


Comparison of the effects of plant sterol ester and plant stanol ester-enriched margarines in lowering 
serum cholesterol concentrations in hvnprrhnlFmt&mia&min *nhfor*t* o w.w 




AP 


fc/reas of Low-Far Yogurt wrfh P/anf Steno/ Esters and of Consumption Frequency on LDL-Cholesterol 
Levels, J. Plat ef a/., Summary of Presentation at 92nd AOCS Annual Meeting and Expo May 13-16 
2001, Minneapolis, Minnesota, USA 




AQ 


Front page of WO 92/19640 




AR 


PCT Applicant's Guide (Swedish Patent Office as ISA) 




AS 


rui applicants ijuiae (Swedish Patent Office as IPEA) 




AT 


Efficacy of spreads enriched with stanol-stearate esters on blood cholesterol levels Annex I filed with 
the Opponent's further submissions of June 27, 2000 




AU 


Stanol Components in Edible Fats and Oils, M. Sugano et a/., ScL ByulL Fac. Agr Kyushu Univ Vol 
32 no 1*21-28 1977 




AV 


Ullmann f s Encyclopedia of Industrial Chemistry, Vol. A16:152-153 




AW 


Elintarvike-tekniikan Perusteet, M.Hiros ef a/., VAPK-kustannus, Helsinki, 1990, pages 236-241 and 
translation of passage bridging pages 240-241 




AX 


Hydrogenation of sterol esters. Demonstration of hydrogenation of sterol moiety, Annex II filed with 
the Opponent's further submission of June 27, 2000 



EXAMINER 



DATE CONSIDERED 



*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not ii 
conformance and not considered. Include copy of this form with next communication to applicant. 



) 



Sheet 15 of 15 



FORM PTO-1449 U.S. DEPARTMENT OF COMMERCE 


ATTY. DOCKET NO. 


SERIAL NO. 


PATENT AND TRADEMARK OFFICE 


019075-00058 


Div. of 09/713,030 




APPLICANT 




LIST OF REFERENCES CITED BY APPLICANT 


Miettinen et al. 




(Use several sheets if necessary) 


FILING DATE 


GROUP 


Herewith 





OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 





AA 


Opposition by Unilever N.V. (OPPO 01), European Patent Application No. 91 908 435.0 435.0- 
21 17/594612, September 6, 2002. 




AB 


RUDD et al., "Pancreatic carboxyl ester lipase (cholesterol esterase)", in Lipases, 1984, paqes 185- 
204 (Ed. Rorgstrom) 




AO 


Dl UL»ft,ci Ul 1 t?l al, OllUICold Ui CMcldoc , III l_l|JUiyUo ciizyi i it?b, pdyco 1 /o- 




An 


Vanouny et al, "Micellar-Solublized Substrates and Cholesterol Esterase Activity in Vitro", Archives of ! 

Rinrhpmi^trv and Rinnhv^ir^ 107 7-1 S M QRi^ 




AE 


"The effect on cholesterol lowering cased by the difference in fatty acid profile of the stanol ester and 
control spread", Sept. 6, 2002. 




AF 


Avart et al, "Substrate Specificity of Neutral Cholesterol Ester Hydrolase", Abstract, June 1985. 




AG 


D54a, Sitosterol/Sitostanol models, pages 1-12, Sept. 6, 2002. 




AH 


D49, b-sitosterol, Reference list for stands, September 6, 2002. 




Al 


Department of Health and Human Services "Food Labelina: Health Claims; Plant Sterol/Stanol Esters 
ana Coronary Heart Disease; Interim Final Rule", Federal Register, Vol. 65, No. 175, September 2000. 



EXAMINER 


DATE CONSIDERED 


*EXAMINER: Initial If reference considered, whether or not citation is In conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 



